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Xeloda wins EU approval for adjuvant therapy in the treatment of colon
cancer

Colon cancer patients have access to a new, more convenient and safer treatment opﬁoiPROCESSED
compared to the current standard of therapy ' A4 APR 6§ 2005

R ) | \ Fromso
oche announced today that the European authorities have approved Xeloda (capecitabine), an ANCIAL
innovative oral chemotherapy, to be usedas an adjuvant treatment (post-surgery) for colon

cancer, Patients will now have the cheice of an effective, convenient chemotherapy that prolongs

cancer free life, with a less serious side effect profile compared to the current standard treatment
of intravenous 5-flucrouracil/leucovorin {iv, 5-FU/LY).

Adjuvant chemotherspy is the standard treatmnent approach for stege Il colon cancer where

chemotherapy is given in order to destroy|any cancerous cells remaining in the body after the
turnour has been surgically removed.

“The European spproval for Xeloda’s new indication, agein confirms Roche’s commitment to
providing innovative solutions for patient), whilst providing medical resource cost savings for
today's healthcure providers” said William M, Burng, CEO of Roche’s Pharmaceutical Division.
“For the first time colon cancer patients will have access to s unique treatment option that
provides an effective oral therapy which is|well-tolerated and can be taken ot home.”

“As the European spproval decision was based on the landmark X-ACT trial, which showed that
Xeloda should replace standard intravenous chemotherapy SFU/LV, physicians and patients can
be fully confident that they are using a very effective, safe and convenient trntm:m' that is now
available,” said Professor Jim Cassidy, Cancer Research UK Professor of Oncology and Chair of
Medical Oncology, Beatson Oncology Centre, at the University of Glasgow in-Scotland.
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The landmark X-ACT (Xelode in Adjuvant Colon Cancer Therapy) trial which successfully met its
prmary endpoint, demonstrated that Xeloda is at least as effective compared to intravenous 5-
FU/LV in terms of disease-free survival with a superior reduction in the risk of cancer recurrence
(relapse-free survival).'
In addition, on average, a patient only needed 8 hospital visits when treated with Xeloda compared
to 30 visits if trested with i.v. 5-FU/LV.? This results in significant cost savings, an important

advantage for doctors, nurses and pharmacists in today’s healthcare environment.

In 2004 epproximately 88,000 patients in Europe who had advanced colorectal or bresst cancer
benefited from Xeloda, Besed on the new indication approximately 55,000 colon cancer patients a
year can now also be treated with this effective and convenient oral cancer treatment, Global sales

in 2004 were 534 million Swiss francs and ere expected to sccelerate in 2005,

About Roche
Headquartered in Basel, Switzerland, Roche is one of the world’s leading research-focused
healtheare groups in the fields of pharmaceuticals and diagnostics, As a supplier of innovative
products and services for the esrly detectipn, prevention, disgnosis and treatment of disease, the
Group contributes on s broad range of frdnts to improving people’s health and quality of life.
Roche is a world leader in diagnostics, the leading supplier of medicines for cancer and
transplantation and a market leader in virplogy. In 2004 sales by the Pharmaceuticals Division
totalled 21.7 billion Swiss francs, while the Diagnostics Division posted sales of 7.8 billion Swiss
francs, Roche employs roughly 65,000 pecple in 150 countries and has R&D egreements and

strategic slliances with numerous partners, including msjority ownership interests in Genentech
and Chugai.
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Further Information;
s Presentation of the X-ACT trial: httpi{fwwnse. assgunrglacl, 1003, 12-0025)1-00_14-0026~
00_19-G09334-00_21-004,00.a5p, “Capecitabine vs, bolus 5-FU/leucoverin as adjuvant

therapy for colon cancer (the X-ACT study); pesitive efficacy results of a phase 1Nl trial”

o Colorectal cancer: heyju//www roche clomy/ swislepds/com nbg010405¢.
e Xeloda in colorectal cancer: ‘ ‘

bttpilfwwwroche.comipageatdownloddalsompany/pdt/mbe01040nc. pdf
o Xeloda: httpit/wwna roche.comy pages/downleads/company/pdmbg010405x.pdf
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® Roche in oncology:

http:fwwe.roche com/pages/downle o il solopy05
s Roche: www.roche com
o Broadcast quality B-roll including dortor snd patient interviews is gvailable for downloed via
www thenewsmarkes.cota

Media Relations Contacts

Phone: +41 61 688 88 88 / e-mail: basel medisoffice@roche,com
- Baschi Durr

- Alexander Klauser

- Daniel Piller (Head Roche Group Medig Office)

- Katja Prowsald (Head Science Communications)
- Martina Rupp

References; )
4. Reddy, G. Efficacy of adjuvant capetitabine compared with bolus 5-Fluorourscil/Leucovorin regimen in Dukes C
colon cancer: results from the X-ACT trial. Clin Colorectal Cancer, July 2004: 87-88,

2. McKendrick, J.J, Caseidy, ), er al. Capecitabine (o) is resource saving compared with i.v. bolus 8-FU/LV in adjuvant
chemotherapy for Dukes’ C colon cancer pacienis; Medical resource utilizadlon (MRY) dara from large phase !1 trial
(X-ACT). Journ of Clin QOncol, 2004 ASCO Annual Meeting Proceedings (Post Meeting Edition). Vol 22, No 145 (July
supplement), 2004: 3578




